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Z ER!ON is adental ceramic being composed of partially

sintered yttr.um oxide stabilized zirconium oxide.

Z ERION is designed for manufacturing of all—ceramic dental
restorations like crown, bridgework, and related dental appli-
ances to be machined on milling centers using CAD/CAM tech-

niques for tlesign and processing.

ZERON isdesigned for use as dental restorations like sin-
gle tooth crowns or bridgeworks with up to two pontics for the
anterior an posterior teeth regions equally. The restorations
made-up o Z E RIT O N are destinated for the sole use of par-

ticular patiznts.
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ZERION is biocompatible and insolubie in water. Due to the
outstanding high strength of densely sintered ceramic Zerion-
restorations ennble dental technicians to design finely shaped,
precise, and filigree framework. The characteristic white color
offers an outstanding basis for aesthetical restorations. All
these advantares together ensure safe, resistant, and effective
dental restoratinns.

Z ER O N suostructures are well suited to be veneered with
suitable dental porcelains using the layering technique.

ZERION muets all applicable requirements for biocompati-
ble dental resturations of the ulnternational standard 1ISO
6872:1999 ,Dantal ceramic”. It meets even the the international
standard 13354:1997 ,Implants for surgery — Ceramic materials
based on Yitriz-stabilized tetragonal zirkonia®.

The partially sintered Z £ R 1 O N blanks are fabricated in two
different types distincted by their presintered density and each
type available as disks with different dimensions as follows:

ilisk
type of product diameter heigth of disks [mm]
[rnm} .
ZERION alpha 38 10 12 14 18 20 25
ZERION beta 08 10 12 14 18 20 25
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

Mr. Matthias Zitzmann 6 - 2006
e oCT

Managing Director

ETKON International, GmbH

Lochhamer Schlag 6

Grafelfing, Bavaria,

GERMANY 82166

Re: K061804
Trade/Device Name: Zerion Alpha, Zerion Beta
Regulation Number: 872.6660
Regulation Name: Porcelain Powder for Clinical Use
Regulatory Class: 1
Product Code: EIH
Dated: September 19, 2006
Received: September 21, 2006

Dear Mr. Zitzmann:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate comumerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class II
(PMA), it may be subject to such additional controls. Existing major regulations aftecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to- registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act),
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market. -

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
hitp://'www.{da.gov/cdrh/industry/support/index.htm].

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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SECTION IV

INDICATIONS FOR USE

ZERION is a dental ceramic designed for the fabrication of dental restorations by dental techni-
cians.

ZERION delivery state is a yitria (yitrium oxide} — stabilized tetragonal zirconia (zirconium oxide)
powder, already partially sintered and made for machining by use of CAD/CAM-technigues.
The machined frameworks {(dental crown and bridge works) are then sintered fo full density.

ZERION is especially designed for use as frarework (substructure) for dental restorations in-
cluding single tooth or bridge type applications on both anterior and posterior locations.
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